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Column E Explanation L . 

This form is intended as an aid to completing the Column E explanation. It is not an ofFicial form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the tike, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 34-R-0027 


2. Numbe r 5946 of animals used in this study. 

3. Species (common name) P'Qs of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 

A. Study 1 resulted in 4668 guinea pigs reported in Column E. This study requires certain 
designated endpoints in order to adequately assess the performance of the test article. The 
study is conducted as part of a release protocol for an FDA licensed product. 

B. Study 2 utilized 1036 guinea pigs in Column E in a study designed to assess proficiency of 
individuals in performing the test in Study 1 prior to allowing them to conduct testing on release 

lots of product intended for human use. - - - - 

C. Study 3 reported 21 guinea pigs in Column E in a study designed to demonstrate and assess 
the virulence of a challenge organism utilized in Study 1 . 

D. Study 4 reported 1 52 guinea pigs in Column E as part of a study conducted to assess the 

fe as ibility o f modif y ing S t u dy 1 to involye fewer animate . 

E. Study 5 involved 71 guinea pigs in a study to assess the protency of an Investigational New 
Drug. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine frat pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

A. Guinea pigs utilized in Studies 1,2,3 and reported in Column E could not receive treatment for pain or distress 
■ without altering the results of a test specifically designed to assess the potency of a product for human use. 

Appropriate treatment would consist of medicatons that would alter the course of the challenge organism, therefore 
nullifying the purpose of the test. Anything that alters the designated endpoints of the test would directly alter the 
calculations conducted to analyze test data, the results of which must fall within pre-determined limits. Literature 
searches for alternatives were performed and presented to the lACUC as part of protocol review. 

B. Guinea pigs utilized in Study 4 and reported in Column E were used in a study which involved comparing test 
results to Study 1 , therefore the same limitations apply. 

C. Guinea pigs reported in Column E in Study 5 could not receive treatment for pain or distress, as morbidity / 
mortality are recorded, and figure into the final analysis of the test. Appropriate treatments would alter the accuracy 
of observations made on test animals. However, animals observed to be moribund / symptomatic are counted as 
dead and removed from the test to reduce pain and distress. 

6. What If any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agenc y FDA/CBER qf r 21 CFR 610.50 


